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International Bureau (PCT Rule 17.2(a)). 
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THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 
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DETAILED ACTION 

The restriction requirement is withdrawn; the previously withdrawn claims are rejoined. 
Applicant's amendments overcome the 35 U.S.C. 102 rejections; the objection is withdrawn. 
Applicant amended Claims 10, 12-14, 16-21, 23-28, and 30-39 by Examiner's Amendment, 
infra. Claims 1, 3-8, 10, and 12-39 are pending and in condition for allowance. 

Restriction/Election 

The restriction requirement, made final February 6, 2006, is withdrawn, and Claims 16, 
17, 23, 24, 30, 31, 37, and 38 are rejoined. 



Remarks/Arguments Document 

In regard to the Remarks/ Arguments Document filed April 28, 2006, the amendments to 
the Claims overcome the 35 U.S.C. 102(a), 102(e), and 1 12 2d paragraph rejections made in the 
February 6, 2006 Office Action. 

The objection is withdrawn as to Claim 8. 



Examiner's Amendment 
An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to Applicant, an amendment may be filed as provided by 37 C.F.R. § 
1 .3 12. To ensure consideration of such an amendment, it must be submitted no later than the 
payment of the issue fee. 
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Authorization for this examiner's amendment was given in a telephone interview with 
Thomas Cunningham on July 5, 2006. The application has been amended as follows: 

1 . Claim 10 (Currently Amended): A compound having the following formula (I"): 




d") 



wh e r e in 
wherein 

R 1 is an N-containing condensed heterocyclic ring represented by the following 
formula: 




wherein 

R 4 is hydrogen or a group selected from the group consisting of lower alkyl and 
aryl, and 

R 5 is hydrogen or a group selected from the group consisting of lower alkyl and 
aryl(lower)alkyl, 
R 2 is hydroxyamino, 

L 1 is -(CH2)n- (wherein n is 1 or 2) optionally substituted with aryl(lower)alkyl, and 
L 2 is vinylene; 
or a salt thereof.. 
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2. Claim 12 (Currently Amended): A composition comprisingithe compound of 
claim 1 in an amount sufficient to inhibit histone deacetylase , and a pharmaceutically acceptable 
carrier or excipient . 

3. Claim 13 (Currently Amended): A pharmaceutical composition comprising the 
compound of claim 1 which composition is in a solid form in an amount e ffectiv e for tr e ating or 
pr e venting an inflammatory disord e r, diab e t e s, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acut e promyelocytic l e uka e mia (APL), organ transplant r e j e ction, an 
autoimmun e dis e ase, a protozoal inf e ction or a tumor , 

4. Claim 14 (Currently Amended): A pharmaceutical composition comprising: 
the compound of claim 1 which composition is in a liquid form as an activ e ingr e di e nt, in 
association with a pharmac e utically acc e ptabl e , substantially non toxic carri e r or e xcipi e nt . 

5. Claim 16 (Currently Amended): A method for treating a disease or disorder 
caused by abnormal gene expression benefited by inhibiting histone deacetylase, comprising 
usmg administering an amount of the compound of claim 1 effective to inhibit histone 
deacetylase to a mammal in need thereof , 

6. Claim 17 (Currently Amended): A method for treating or pr e venting a disease or 
disorder associated with histone deacetylase selected from the group consisting of an 
inflammatory disorder inflammation , diabetes, diabetic complications, homozygous thalassemia, 
fibrosis, cirrhosis, acute promyelocytic leukaemia (APL), organ transplant rejection, an 
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autoimmun e dis e as e, and a protozoal infection or a tumor , which comprises administering an 
effective amount of the compound of claim 1 to a subject mammal in need thereof. 

7. Claim 18 (Currently Amended): A commercial package comprising: 

the pharmaceutical composition of claim 13 and a written matter associated therewithHhe 
writt e n matt e r stating that th e pharmac e utical composition may or should b e us e d for tr e ating or 
pr e venting an inflammatory disord e r, diab e t e s, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acut e promyelocytic l e uka e mia (APL), an organ transplant r e jection, an 
autoimmun e dis e as e , a protozoal inf e ction or a tumor . 

8. Claim 19 (Currently Amended): A composition comprising! the compound of 
claim 7 in an amount sufficient to inhibit histone deacetylase and a pharmaceutical^ acceptable 
carrier or excipient . 

9. Claim 20 (Currently Amended): A pharmaceutical composition comprising an 
amount of the compound of claim 7 which composition is in a solid form e ffectiv e for tr e ating or 
pr e v e nting an inflammatory disorder, diab e t e s, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acut e promy e locytic l e uka e mia (APL), organ transplant r e j e ction, an 
autoimmun e dis e a se , a protozoal inf e ction or a tumor . 

10. Claim 21 (Currently Amended): A pharmaceutical composition comprising: 
the compound of claim 7 which composition is in a liquid form as an activ e ingr e di e nt, in 
association with a pharmaceutical^ acceptabl e , substantially non toxic carri e r or e xcipi e nt . 
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1 1 . Claim 23 (Currently Amended): A method for treating a disease or disorder 
caused by abnormal gene expression benefited by inhibiting histone deacetylase, comprising 
\mm administering an amount of the compound of claim 7 effective to inhibit histone 
deacetylase to a mammal in need thereof 

12. Claim 24 (Currently Amended): A method for treating or pr e venting a disease or 
disorder associated with histone deacetylase selected from the group consisting of an 
inflammatory disorders inflammation , diabetes, diabetic complications, homozygous 
thalassemia, fibrosis, cirrhosis, acute promyelocyte leukaemia (APL), organ transplant rejection, 
an autoimmun e disease , and a protozoal infection or a tumor , which comprises administering an 
effective amount of the compound of claim 7 to a subj e ct mammal in need thereof 

13. Claim 25 (Currently Amended): A commercial package comprising: 

the pharmaceutical composition of claim 20, and a written matter associated therewithr&e 
writt e n matt e r stating that th e pharmac e utical composition may or should b e us e d for tr e ating or 
pr e venting an inflammatory disord e r, diabet e s, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acute promy e locyte l e uka e mia (APL), an organ transplant r e j e ction, an 
autoimmun e dis e as e , a protozoal infection or a tumor . 

14. Claim 26 (Currently Amended): A composition comprising the compound of 
claim 8 in an amount sufficient to inhibit histone deacetylase , and a pharmaceutically acceptable 
carrier or excipient . 
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15. Claim 27 (Currently Amended): A pharmaceutical composition comprising the 
compound of claim 8 which composition is in a solid form in an amount e ff e ctiv e for treating or 
prev e nting an inflammatory disord e r, diabetes, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acut e promy e locytic leuka e mia (APL), an organ transplant r e j e ction, an 
autoimmun e dis e as e , a protozoal inf e ction or a tumor, which compris e s th e compound of claim 
8. 

16. Claim 28 (Currently Amended): A pharmaceutical composition comprising: 
the compound of claim 8 which composition is in a liquid form as an active ingr e di e nt, in 
association with a pharmac e utically acc e ptabl e , substantially non toxic carrier or e xcipi e nt . 

17. Claim 30 (Currently Amended): A method for treating a disease or disorder 
caused by abnormal gene expression benefited by inhibiting histone deacetylase, comprising 
using administering an amount of the compound of claim 8 effective to inhibit histone 
deacetylase to a mammal in need thereof . 

1 8. Claim 31 (Currently Amended): A method for treating or pr e venting an 
inflammatory disord e r inflammation , diabetes, diabetic complications, homozygous thalassemia, 
fibrosis, cirrhosis, acute promyelocytic leukaemia (APL), organ transplant rejection, an 
autoimmun e dis e ase , and a protozoal infection or a tumor , which comprises administering an 
effective amount of the compound of claim 8 to a mammal subj e ct in need thereof. 
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19. Claim 32 (Currently Amended): A commercial package comprising: 

the pharmaceutical composition of claim 27 and a written matter associated therewithHhe 
writt e n matt e r stating that the pharmaceutical composition may or should b e us e d for tr e ating or 
prev e nting an inflammatory disord e r, diab e t e s, diabetic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acut e promy e locyte leukaemia (APL), an organ transplant rej e ction, an 
autoimmun e dis e as e , a protozoal inf e ction or a tumor . 

20. Claim 33 (Currently Amended): A composition comprising the compound of 
claim 1 0 in an amount sufficient to inhibit histone deacetvlase , and a pharmaceutically 
acceptable carrier or excipient . 

2 1 . Claim 34 (Currently Amended): A pharmaceutical composition comprising the 
compound of claim 10 which composition is in a solid form in an amount eff e ctive for tr e ating or 
pr e v e nting an inflammatory disord e r, diabet e s, diab e tic complications, homozygous thalassemia, 
fibrosis, cirrhosis, acut e promy e locyte l e uka e mia (APL), an organ transplant r e j e ction, an 
autoimmun e dis e as e , a protozoal inf e ction or a tumor, which compris e s th e compound of claim 

m 

22. Claim 35 (Currently Amended): A pharmaceutical composition comprising: 
the compound of claim 10 which composition is in a liquid form as an active ingredient ,4n 
association with a pharmac e utically acc e ptable, substantially non toxic carri e r or e xcipi e nt . 

23. Claim 36 (Currently Amended): The composition of claim 33 in a form suitable 
for intravenous or intramuscular administration. 
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24. Claim 37 (Currently Amended): A method for treating a disease or disorder 
associated with inhibiting histone deacetylase, comprising using administering an amount of 
the compound of claim 10 effective to inhibit histone deacetvlase to a mammal in need thereof . 

25. Claim 38 (Currently Amended): A method for treating or pr e v e nting a disease or 
a disorder associated with histone deacetvlase selected from the group consisting of an 
inflammatory disord e rs inflammation , diabetes, diabetic complications, homozygous 
thalassemia, fibrosis, cirrhosis, acute promyelocyte leukaemia (APL), organ transplant 
rejection{s}, autoimmun e dis e as e s , and a protozoal infection or tumors , which comprises 
administering an effective amount of the compound of claim 10 to a mammal human b e ing or an 
animal . 

26. Claim 39 (Currently Amended): A commercial package comprising: the 
pharmaceutical composition of claim 34, and a written matter associated therewith , the written 
matt e r stating that th e pharmac e utical composition may or should b e us e d for tr e ating or 
prev e nting an inflammatory disorder, diab e t e s, diab e tic complications, homozygous thalass e mia, 
fibrosis, cirrhosis, acute promy e locyte l e uka e mia (APL), an organ transplant r e j e ction, an 
autoimmun e dis e as e , a protozoal inf e ction or a tumor . 



The amendments above, as well as the lack of prior art, render Applicant's invention 
ALLOWED. 
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Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael P. Barker whose telephone number is (571) 272-4341. 
The examiner can normally be reached on Monday-Friday 8:00 AM- 5:00 PM. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. Joseph K. 
McKane, can be reached at (571) 272-0699. The unofficial fax phone for this group are (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is viable through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




KAMALA. SAEED, PH.D 
PRIMARY EXAMINER 




Michael' P. Barker 

Patent Examiner, AU 1626 



